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of. op. 00 
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Internationa! Patent Classification (IPC) or national classification and IPC 
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I . This international preliminary lamination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the appf:cam according to Article 36. 



This REPORT consists of a total of 



sheets, including this cover sheet. 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before th.s Authority (see Rule 



; rcpurt ; 

70. 1 6 and Section 607 of thr Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 
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Reasoned statement under Article 35(2) with regard to novetcy. inventive step or industrial applicability; 
citations and explanations supporting such statement 
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Japan Patent Office 

3-4-3, Kasumtgaseki,Chiyoda-ku, Tokyo 1 00-89 15 Japan 


Authorized officer 


Seal 

TelephoneNo. +81-3-3581-1 101 Ext. 
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# 



^HFlnternational application No. 
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PC7 / J P C/O /pl^O 



I. Basis of the report 



t. With regard to the elements of the international application:* 
| | the international application as originally filed 
| \/\ the description: 

pages / - IP . as originally filed 

pages , filed with the demand 

pages • ^ e( * letter of. 

the claims: 

Lz 3 , 1 , h ill /J » as originally filed 



pages : » as amended (together with any statement) under Article 19 

pages _ . fi^d wiin ^ c demand 

pa-e* Q- -(> , R s *° . II, (<* , filed with the letter of O 6 . £ £ of 

[ 1 the drawings: 

pages _ — » 85 or »S'nalIy filed 

pages _______________ — » **' cc * w ^ demand 

pages » fi^d with the letter of 

I 1 the sequence listing part of the description: 

pages » *s originally filed 



pages 



filed with the demand 



pages , filed with the letter of. 



. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23. 1 (b)). 
| [ the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (underlies 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

j ] contained in the international application in written form. 

[ | filed together with the international application in computer readable form. 

| j furnished subsequently to this Authority in written form. 

| j furnished subsequently to this Authority in computer readable form. 

| 1 The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

' ' international application as filed has been furnished. 

[ j The statement that the information recorded in computer readable form is identical to the wrinen sequence listing has 
been furnished. 



4. | | The amendments have resulted in the cancellation of: 

| | the description, pages 

j ] the claims, Nos. 



[ j the drawings, sheets/fig 

5. | | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

" Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report us originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 
and 70.17). 

* • Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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^■Kternational application No. 
INTERNATIONAL PRELIMINARY EXAMINATION REPORT T [> C J / 3 f W /OZ *lVQ 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



I. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 



j j the entire international application, 
\\/\ claims Nos. j I - M 



because: 



V~TL the said international application, or the said claims Nos. LLZ. ^ : — : 

L^-J relate to the following subject matter which does not require an international preliminary examination (specify)'. 



□ the description, claims or drawings (indiccic particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. ™* so inadequately supported 

by the description that no meaningful opinion could be formed. 

| y/j no international search report has been established for said claims Nos. / / (S£ . 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

| [ the written form has not been furnished or docs not comply with the standard. 

j | the computer readable form has not been furnished or does not comply with the standard. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



rnationaJ application No. 

pel /Jpoo/ 0 ^ ^ 



V. Reasoned statement under Article 35(2). with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I. Statement 

Novelty (N) 

Invencive step (IS) 

Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-3, 7r 1 



/-?„ ?> 1 



<t-t>> X. /° 



t~ /o 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 

Claims 11 to 14 relate to a subject matter on which the International 
Preliminary Examining Authority is not required to carry out an 
international preliminary examination, under PCT Article 
34(4) (a) (i) and PCT Regulation 67 . 1 (iv) , because the subject matter 
relates to a method of treating human body. 



Claims 4-6, 8 and 10 do not have novelty. As mentioned in the 
following documents 1 and 2, Withania somni f^ra had been used as a 
folk medicine in India chiefly, and had known various effects of the 
medicine before the date of the application. Novelty is not 
appreciated to simply use it as a health food element. 

Claims 1-3, 7 and 9 have novelty and an inventive step. Document 
3 cited in ISR mentions that drugs including Withania somnifera make 
testosterone increase (See- tables 1 and .2). However, the document 
does not mention that an effective element bringing testosterone is 
withanj a somnifera, so even one skilled in the art would not hit upon 
the invention of said claims with ease. 

Claims 1-10 have industrial availability. 

Document 1: jp, 10-45541, A (Pola Chemical Industry Inc .) , 17, Feb., 
1998 (17.02.98) 

Document 2: US, 5494668, A (Bhushan Patwardhan) 27, 2, 1996 (27.02 . 96) 
Document 3: Phytotherapy Research, Vol.10, No . 4 , pp. 296-299, 1996 
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Applicant's or agent's file reference 
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cnn nmrurn * ^-t-.^m SeeNoti ficationofTransmittaloflnternational Preliminary 
FOR FURTHER ACTION Examination Repon (Foml PCT /IPEA/416) 


International application No. 

PCT/JP00/02940 


International filing date (day/month/year) 
09 May 2000 (09.05.00) 


Priority date (day/ month/year) 

10 May 1999(10.05.99) 


International Patent Classification (IPC) or national classification and IPC 
A61K 35/78, A61P 15/10 


Applicant 


NIPPON SHINYAKU CO., LTD. 





1 This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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II 
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III 




IV 
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V 




VI 
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VII 
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VIII 


□ 



Date of submission of the demand 

1 3 November 2000 ( 1 3 . 1 1 .00) 


Date of completion of this report 

07 August 2001 (07.08.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



Ml # 

'rVminary examination report 



Vternational application No. 
PCT/JP00/02940 



I. Basis of the report 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 

the description: 

pages 1-10 , as originally filed 

pages , filed with the demand 

pages filed with the letter of 

the claims: 

pages 1-3,7,9,11,13 , as originally filed 

pages . as amended (together with any statement under Article 19 

pages , filed with the demand 

Pages 4-6,8,10,12,14 fl i ed with tne letler of 06 April 2001 (06.04.2001) 



[ | the drawings: 

pages ^ ____ > 35 originally filed 

pages ^ f filed with the demand 

P a S es _, filed with the letter of 



I | the sequence listing part of the description: 

P a 8 es , as originally filed 

P a S es . , filed with the demand 

P a S es , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is* 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

CD the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

□ 

filed together with the international application in computer readable form. 
□ furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

□ 

the description, pages 

□ 

the claims, Nos. 



□ 

the drawings, sheets/fig . 



5 I 1 ™ S report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

1 Any replacement sheet containing such amendments must be referred to under item J and annexed to this report. 
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ternaiional application No. 

PCT/JP00/02940 



I III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

I. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious) or to be 
industrially applicable have not been examined in respect of: 

the entire international application. 

claims Nos. 11-14 



because: 



the said international application, or the said claims Nos. 1 1_|4 

relate to the following subject matter which does not require an international preliminary examination (specify): 

See supplemental sheet for continuation of Box III. 1. 



I 1 the descri P tion > claims or drawings (indicate particular elements below) or said claims Nos. 
1 1 are so unclear that no meaningful opinion could be formed (specify): 



r— | the claims, or said claims Nos. m so inade qu a tely supported 

I — I by the description that no meaningful opinion could be formed. 

no international search report has been established for said claims Nos. 1 1-14 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 



I I tne written form has not been furnished or does not comply with the standard. 
I I toe computer readable form has not been furnished or does not comply with the standard. 
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international application No. 

INTERNATIONAL P^HMINARY EXAMINATION REPORT ^BcT/ JP 00/02940 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: III 



Claims 11-14 pertain to methods for treatment of 
the human body by therapy, and thus relate to subject 
matter which does not require international preliminary 
examination by this International Preliminary Examining 
Authority, under the provisions of PCT Article 
34 (4) (a) (I) and PCT Rule 67 . 1 (iv) . 
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International application No. 
CT/JP 00/02940 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 










Novelty (N) 


Claims 


1-3, 7- 


•9 


YES 




Claims 


4-6, 8, 


10 


NO 


Inventive step (IS) 


Claims 


1-3, 7, 


9 


YES 




Claims 


4-6, 8, 


10 


NO 


Industrial applicability (IA) 


Claims 


1-10 




YES 




Claims 






NO 



Citations and explanations 

Claims 4-6, 8 and 10 are not novel. As disclosed in 
Documents 1 and 2 below, Withania somnifera was being used 
before the present application, mainly in India, as a 
traditional remedy, and was known to have various 
pharmacological effects. Simply using these in a health 
food is not novel. 

Claims 1-3, 7 and 9 are novel and involve an 
inventive step. Although Document 3 below, cited in the 
international search report, discloses a mixture including 
Withania somnifera which increases production of 
testosterone (see Tables 1 and 2), it does not state that 
Withania somnifera is the active ingredient in this 
mixture which increases production of testosterone; 
therefore, a person skilled in the art could not easily 
derive the inventions in the aforementioned claims from 
this disclosure. 



Claims 1-10 are industrially applicable. 
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Inc.), 17 February 1998 (17.02.98) 

Document 2: US, 5494668, A (Bhushan Patwardhan) , 27 
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Document 3: Phytotherapy Research, Vol. 10, No. 4, 
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